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Art Unit: 4173 

DETAILED ACTION 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 
I. Claims 27, 29-31 and 62-75, drawn to a method of treating pain, which 
comprises administering to a patient in need thereof a therapeutically 
effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutically acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 



I 

A || 

^ l^-yH-(C^ 2/ ,)-C-R 12 
R 7 



classified in class 514, subclass 165. 



II. Claims 28 and 62-75, drawn to a method of treating pain, which comprises 
administering to a patient in need thereof a therapeutically effective 
amount of a selective cytokine inhibitory drug, or a pharmaceutically 
acceptable salt, solvate, or stereoisomer thereof, wherein said selective 
cytokine inhibitory drug is of the formula, 
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H 2 N-CH-(C„H 2n )-d-R 12 



classified in class 514, subclass 165. 
III. Claims 32-34 and 62-75, drawn to drawn to a method of treating pain, 
which comprises administering to a patient in need thereof a 
therapeutically effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 




classified in class 514, subclass 165. 

IV. Claims 35-36 and 62-75, drawn to drawn to a method of treating pain, 
which comprises administering to a patient in need thereof a 
therapeutically effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 




classified in class 514, subclass 165. 



Application/Control Number: 1 0/576, 1 39 Page 4 

Art Unit: 4173 



V. Claims 37-38 and 62-75, drawn to drawn to a method of treating pain, 
which comprises administering to a patient in need thereof a 
therapeutically effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 



ft 

R 3jL -N--< 
R 2 R' 



classified in class 514, subclass 165. 



VI. Claims 39-40 and 62-75, drawn to drawn to a method of treating pain, 
which comprises administering to a patient in need thereof a 
therapeutically effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 

Rv^N— CH-R 2 
R 4 R 1 

classified in class 514, subclass 165. 



Claims 41-43 and 62-75 , drawn to drawn to a method of treating pain, 
which comprises administering to a patient in need thereof a 
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VIII. 



IX. 



therapeutically effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 



classified in class 514, subclass 165. 

Claims 44-48 and 62-75, drawn to drawn to a method of treating pain, 
which comprises administering to a patient in need thereof a 
therapeutically effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 



classified in class 514, subclass 165. 

Claims 49-53, 59, and 62-75, drawn to drawn to a method of treating pain, 
which comprises administering to a patient in need thereof a 
therapeutically effective amount of a selective cytokine inhibitory drug, or a 
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X. 



XI. 



pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 



Claims 54-55, and 62-75, drawn to drawn to a method of treating pain, 
which comprises administering to a patient in need thereof a 
therapeutically effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 



classified in class 514, subclass 165. 

Claims 56, 59, and 62-75, drawn to drawn to a method of treating pain, 
which comprises administering to a patient in need thereof a 
therapeutically effective amount of a selective cytokine inhibitory drug, or a 




classified in class 514, subclass 165. 
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XII. 



XIII. 



pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 



classified in class 514, subclass 165. 

Claims 57 and 62-75, drawn to drawn to a method of treating pain, which 
comprises administering to a patient in need thereof a therapeutically 
effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 



classified in class 514, subclass 165. 

Claims 56, 59, and 62-75, drawn to drawn to a method of treating pain, 
which comprises administering to a patient in need thereof a 
therapeutically effective amount of a selective cytokine inhibitory drug, or a 




H 
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Art Unit: 4173 

pharmaceutically acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 



classified in class 514, subclass 165. 

XIV. Claims 60 and 62-75, drawn to drawn to a method of treating pain, which 
comprises administering to a patient in need thereof a therapeutically 
effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutically acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is of the formula, 
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classified in class 514, subclass 165. 
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XV. Claims 61 and 62-75, drawn to drawn to a method of treating pain, which 
comprises administering to a patient in need thereof a therapeutically 
effective amount of a selective cytokine inhibitory drug, or a 
pharmaceutical^ acceptable salt, solvate, or stereoisomer thereof, 
wherein said selective cytokine inhibitory drug is selected from the group 
consisted of the following 
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Further examples include, but are not limited to: 2-{H3-Ethoxy-4-methoxyphenyl>- 

1- methylsulfonylethylJ^S^inilroisoindoHne-l.S-^one; 2-[l-(3-Ethoxy-4-methoxyphcnyl)- 

2- methylsulfonylethyI]-4,5-diajninoisoindoline-l t 3-dione; 7-|>(3*Ethoxy-4~~ 
methoxyphCTyl)-2-methylsul 7-[l- 
(3-Ethoxy-4-methox>phenyl)-2-methylsulfony!eihyl]bydro-3-pyrrolino[3,4 - 
eJbenzimidazole-Z^.S-trione; 2-[l-(3-Ethoxy-4-methoxyphenyl)-2-mcthyIsulfonylcthyl]-3- 
pyTrolino(3,4-flquinoxaline-l r 3-dione; Cyclopropyl-N-{2-[l-(3-ethoxy-4-methoxyphenylV 
2-mcthy Isulfonylethyl]- 1 ,3-d ioxoisoi ndoli n-4- yl } carbox amide; 2~Chloro-N- {2-[ I -( 3- 
clhoxy-4-methoxypheny!)»2-methylsulfonylelhyl]-1 ,3~dioxotsoindolin-4-yI Jacetamide; 2- 
Amino-N- (2-[l -<3'ethoxy-4-methoxyphenyl)*2-methylsulfonylethyl]-l ,3-dioxoisoindolin- 
4-yl}acetamide; 2-N > N-DimethyIamino-N-{2*[-(3-ethoxy-4-methoxyphenyl)-2« 
meihylsulfonylethyl ]-l # 3Hdioxoisoindolb-4 yl}acetarnide; N^{2-(l-(3-ethoxy-4- 
methoxyphenylJ^-methylsulfonylethyn-l^-dioxoisoindgUn-^yl}^^^-- 
irifluoroacetamide; N- {2*{ I (3-Eihoxy-4-methoxyphenyl>2-methy!$ulfonylethy!J-U3- 
dioxoisoindolin-4-yl}methoxycarboxaniide; 4-[l-Aza*2-(dimethylamino)vinyl]-2-[!~<3- 
ethoxy-4-methoxyphenyl)-2-methylsu1fonylclhyl)isoindoline- i ,3-dione; 4-( l-Aza-2- 
(dimcthylaniino)prop-l -enyl]-2-[ l-(3Hethoxy-4-mcthoxyphenyl)-2- 
methylsulfonylcthyl]isoindoline*li,3*dtone; 2-[l-(3-Ethoxy-4-methoxyphenyl)-2- 
methylsu1fonylethyl]-4~(5 -methyl- 1 ,3,4-oxadiazol-2-yl)isoindoline- 1 A-dione; 2-[ 1 -Q- 
Ethoxy^*methoxyphenyl)-2-methylsu 1 ,3-dione; 4- 
(Aminomethyl)-24H3-cthoxy-4-meth^^ 

dionc; 2-[l -(3-Ethoxy-4-methoxyphenyl)-2-methylsu1fonylethylH- 
(pyrrolylmethyl)isoindoline- 1 ,3-dione; N- {2-[ 1 -(3-ethoxy-4-methoxyphenyl)'3- 
hydroxybutyl]'l,3-dioxoisoindolin-4-yl}acetamide; N-{2-[l-{3-Ethoxy-4-methoxyphenyl}- 
3«oxobutylJ-l»3-dioxoisoindolin-4-yl}acetamide; N-{2-(lR-(3-ethoxy-4-methoxyphenyl)-3- 
hydroxybuty 1] - ] ,3 -dioxoi soindol i n-4~yl } acetamide; N* ( 2-[ 1 R-<3-ethox y-4- 
m«hoxyphenyl)-3-oxobutyl)-l,3-dioxoisoindolin-4-yt}acetamide; N-{2-[lS-(3-Ethoxy-4- 
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methoxyphenyl)0-hydn>xyfoutylH N-{2-[lS-(3-€thoxy- 
4-methoxyphenyl)0-o^ 
^ ethoxy^-methoxyphenyt)J«hydro^ 4~Amino-2-f !-(3-cthoxy- 

4-methoxyphenyl)-3^oxobutyl]isoindoliiic-1 ,3-dione; 2-[ I *(3-Elhoxy-4-methoxyphcnyl>3- 
oxobulyl)-4-pyrrolyli5oindoline-l,3*dione; 2-Chloro-N-{2-[l-(3-ethoxy-4.melhoxyphenyl)- 
3-oxobutyl]- 1 3-dioxoisoindol-4-yl } acetamide; 2-(Dimethy1amino)«N- {2-[ 1 -(3-ethoxy-4- 
methoxyphcnyl)-3-oxobitfyl]-1 ,3-dioxoisoindo1in-4-yl}acetamide; 4- Amino-2-( 1 R-(3- 
cthoxy^methoxyphenyl>3'hydroxybutyl]isojndolinc- 1 ,3-dione; 4-Amino-2-[ 1 R-(3- 
cthoxy^methoxyphenyl)-3^^ 

mcthoxyphenyIV3^xobutyl)^-pyrrolyIisoiRdo]ine- 1 ,3-dione; 2-(Dim«ahylamino)-N- {2- 

( I R-(3-ethoxy-4-methoxyphcnyl)-3-ox 

Cyclopentyl-N-{2-(l-(3-ethoxy~4^ 

dioxoisojndolin-4-yl}cart>oxamide; 3-(Dimethylamino)-N- {2-[ i «(3-ethoxy-4- 
, methoxypherryl)-2-(meihylsulfony^ 2- 
(Dimelhylamiao)-N- {2-( 1 -(3-ethoxy^methoxyphenyl)-2-(me1hylsul fonyQethyl]- 1 ,3- 
dioxoisowdolin^-yl}propanamide; M- {2-f(lR)-l -{3-etfioxy*4-m€ihoxyphenyl}-2' 
(meihyIsulfon>1)elhyI}-l ,3-dioxoisoindolin-4-yl} -2(dime(hylamirw)acetamide; N- {2-(( i S> 
M3-cthoxy-4-methox>T>henyl)^ 

(dimelhylamino)acclamidc; 4- {3-(Pimcthy]amino)methyl]pyrrolyI } -2-[ t «(3-ethoxy-4. 
mcthox>phcny1)-2Kniclhylsulfanyl)ethyt3isoindolme^ Cycbpropyl-N-{2-[<lS)-l- 
(3-ethoxy-4 methoxyphe^ 

yljcarboxamide; 24l-(3 > 4^imethoxyphenyI)-2^m^ 

pyrrolylisoindolinc.l ,3-dione; N- {2-(l K3,4-dimelhoxyphenyl)-2-(methyIsulfonyl)cihyl]. 
1 >dioxoisomdolirv4-y[ } .2*(drmethylamino)acetamide; CycIopropyl-N-(2-[l-(3,4- 
dimethox^henyO^KmcthylsulfonyOethyl]- 1 f 3-dioxoisoindolin-4-yl}carboxamide; 
Cyelopropyl-N- {2-( I <3-ethoxy^methoxyphenyl)-2-(m€thylsuIfonyl^lhyl]-3- 
oxoi$oin(to!in^~yl}carboxarnide; 2<Dimethylamino)-N-{2-[1 -{3-cthoxy-4- 
methoxyphcnyl)«2-(methylsulfony^^ Cyclopropyl-N- 
(2-[( 1 S>- 1 K3^thoxy^methoxyphcnyI)-2<methylsulfonyl)ethyf]-3^ 
yljcarboxamide; Cyclopropyl~N-{2-[(l R}-1 -(3-ethoxy-4.methoxyphenyl)-2- 
(methylsulfonyl)e%n.3*oxoisoiadolin-4-yl}caitoxamide; (3R)-3-r7-(Acety!amino>-l- 
oxoisoindolin-2-yl30-(3-ethc^^^ 
(CyclopropylcarbonylminoH^^ 
dimethylpropanamide; 3- {4-[2HDirnethylamino^ 
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(3^thoxy^-methoxyph€nylW 
lH>xoisoinctol!n-2-yl]OK3^ 

(4-{2-(dimcthy!amino)acetyiamino)-l ,3-dioxoisoindolin-2*yl} -3-<3-ethoxy-4- 
methoxyphenyl)-N,N-dimcthytpropanamide; 3-(l,3-Dioxo-4-pyrrolyIisoindo!in-2-yl)-3-(3- 
clhoxy-4-methoxypbeoyl)-NJsf-dimethylpropanainide; 2-[ 1 -(3-Ethoxy«4-fnethoxyphcnyt)~ 
2'(mcthylsuIfonyl)ethyl]-4-(tmidazolyl-melhyl)isoindo]ine- 1,3-dione; N-( {2-( 1 «(3-Ethoxy- 
4-me!hoxYphenyl)-2^methy!su]fonyl)cthyl]-^ 2* 
Chloro-N-( {2-[ I -<3-cihoxy-4«methoxyphenyi)-2-(methylsulfonyl)elhyl]- 1 > 
dioxoisoindolin-4-yl)melhyl)acetamide; 2*(Diniethylamiiw>)-N-{{2-[l-<3-clhoxy.4- 
meihoxypbcnyl)-2-(methylsulfonyl)cihyt]-! p 3-dtoxoisoindoHn-4-yl}mcthyl)acctamidc; 4- 
fBis(methylsulfonyl)amino]'2-[ 1 ^3-ethoxy-4-niethoxypheny1)«2- 
(mcthylsulfonyl)clhyl]isoindoline- 1 ,3-dione; 2-{ 1 -(3-Ethoxy-4-mcthoxyphenyl>-2- 
(meihy1sulfonyl)cthyl]-4-[(ntethylsulfonyl )amino]i$oindoline-1 ,3-<iione; N«-{2-[l-(3> 
Ethoxy-4-methoxyphenyl)-3-h^^ 

(3-Ethoxy-4nnrietfK)xyphenyI)OK>xopCT^ 2-[(lRH- 
(3-Ethoxy-4-mcthoxyphenyt)0-hydroxybuty^^ 2- 
[(lR)-M3-Elhoxy-4-methoxyphenylH^ 

N-{2-[l-(3-Cyclopcntytoxy-4*methoxyphenyl)0*hydroxybutyl]-l,3-dioxoisoindolin"4- 
yl} acetamide; N-{2-( 1 -(3-Cyciopentyloxy-4-methoxyphenyl)-3 oxobuly]]-] ,3- 
dioxoisoindolin-4-yl} acctamide; 2-[ 1 -(3-C) l clopemyloxy-4*meihoxyphenyl>3-oxobutyl ]-4- 
pyrrolyUsoindoline- 1 »3 -dione; 2- [ 1 *(3,4-Dim€lhoxyphenyl)-3-oxobutyl]-4- 
(bis(mcthyIsulfonyl)amino]isoindoline-l t 3-<lione; and pharmaceutical ly acceptable salts, 
solvates, and stereoisomers thereof 

classified in class 514, subclass 165. 

Inventions l-XV are directed to related products. The related inventions are 
distinct if: (1) the inventions as claimed are either not capable of use together or can 
have a materially different design, mode of operation, function, or effect; (2) the 
inventions do not overlap in scope, i.e., are mutually exclusive; and (3) the inventions as 
claimed are not obvious variants. See MPEP § 806.05G). In the instant case, the 
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inventions as claimed possess materially different designs. For example, the invention 
of group I possesses two carbonyl groups in its backbone which would result in 
contrastingly different physical properties due to the polarity of the carbonyl groups. 
The invention of group II, on the other hand, mainly contains hydrocarbons group and 
would therefore possess a different boiling point than invention I. Furthermore, the 
inventions as claimed do not encompass overlapping subject matter and there is 
nothing of record to show them to be obvious variants. 

Consequently, due to the reasons listed above, these inventions are distinct and 
mutually exclusive and capable of supporting distinct patents. Moreover, a search 
required for Group I is not required for Group ll-XV. Accordingly, a search for all groups 
would pose an undue burden on the Office (see MPEP § 808.02). 

Species Election 

In addition, this application contains claims that are directed to more than one 
species of the generic inventions. The claims as recited encompass a myriad of 
species that are contrastingly different in structure and in physical/chemical properties. 
Thus, once applicant has selected a specific group to be examined, applicant will need 
to further elect the specific species associated with the chosen invention. Moreover, 
this species election is required for all groups listed above. 
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Thus, applicant is required under 35 U.S.C. 121 to elect a single disclosed 
species for prosecution on the merits to which the claims shall be restricted if no generic 
claim is finally held to be allowable. Currently, claims 1-75 are generic. 
For all groups listed above: 
Specifically, applicant is required to elect a particular compound to be used with 
the chosen invention. Applicant is further cautioned that both a compound name (if 
disclosed in the instant application) and a corresponding structure (if disclosed in the 
instant application). 

Applicant is also required to elect a particular type of pain to be treated with the 
aforementioned inventions. Alternatively, applicant may elect a particular type of pain 
listed in claims 66-71. 

Furthermore, the recitation of claims 62 indicates that the composition may further 
entail the step of administering a therapeutically effective amount of at least one second 
active agent (s). Applicant is therefore required to elect the presence or absence of the 
aforementioned step. If its presence is elected, then applicant is further required to 
elect the second active agent (s) to be used with the aforementioned step out of claim 
65. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species, 
even though this requirement is traversed. Applicant is advised that a reply to this 
requirement must include an identification of the species that is elected consonant with 
this requirement, and a listing of all claims readable thereon, including any claims 
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subsequently added. An argument that a claim is allowable or that all claims are generic 
is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

Applicant is also reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

No telephone call was made due to the complexity of the election/restriction. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samira Jean-Louis whose telephone number is 571- 
270-3503. The examiner can normally be reached on 7:30-6 PM EST M-Th. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786 : 9199 (IN USA OR CANADA) or 571-272-1000. 
/S. J. L. / 

02/02/2008 f)/7 




